Validation of Raman spectroscopic procedures in agreement with ICH guideline Q2 with considering the transfer to real time monitoring of an active coating process.
A multivariate model was constructed by correlating Raman spectral data with coated amount of the API diprophylline using Partial Least Squares. In agreement with ICH guideline Q2 the method was validated in order to achieve the requirement of demonstrating that Raman spectroscopy is suitable as rapid PAT tool for inline quantitative monitoring of active coating. The present work presents an appropriate approach to transfer the requirements of the guidelines to the Raman method used for inline measurements and demonstrates that the requirements of the validation characteristics were achieved.